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SECTION - A

Answer all the questions.

Answer the following (10 marks x 5 = 50 marks)

Discuss the USFDA Code of Federal Regulations for Current Good Manufacturing Practice for
Finished Pharmaceuticals with respect to biologicals.

Explain the regulatory requirements for marketing authorization of similar biologics in India.
Explain the procedure for registration of vaccines in India.

Explain the preclinical safety evaluation guideline for biotechnology products as applicable in
European Union.

Compare the herbal products regulations in India, USA and European Union.
SECTION - B

Answer all the questions.

Answer the following (5 marks x 5 = 25 marks)

In case of an adverse drug reaction due to similar biologics, discuss about the Risk Management
Plan as per CDSCO guideline.

Define the term "Interchangeability” and write a short note on FDA perspective on
interchangeability.

Explain the procedure of Plasma Master File Certification.
List out and explain various regulatory agencies for vaccine registration in India.

Is Biosimilar same as generics? Justify your answer.
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